
Food and Qyg Admini@rati!?n ?, ., 

[Docket No. 2003!‘JdU.94] 

Agency Information Collecfion Activities; Z$bmission for ~@!~..f+&J’V; _, ,., *./, ..i.l ..-.. “_L ‘>.-T‘- ,,I‘ ; 

Comment F&quest; Agreement for,Shipment of Devices fw .St!+!!!,k@n ., 

AGENCY :, Food and Drug Administration, HHS. 

ACTION: Notice. , I .~ 

_,., ,_,” ‘y _.ll .” _ -i . . _. i.,” -’ ,. ’ I .. 

SUMMARY: The Food land Drug Administration (FDA) is announcing that the ,. I /“. 

proposed collection of informationlisted below has been submitted to the ‘, ..: /_ _ x ,, .” * .“,.,” ,,,.” 1 .,_ II 4 _, * % Ij~,;iiT~,~.~.~,~~-~,~ **,-\,w: .,““.,, <‘““” . %_, “,>., (. _ >) >,\, ,. ~ , 

Office of Management and Budget (OMB) for review and clearance under the 

Paperwork Reductfon Act of 1995, 

DATES: Submit written,co,mments on the collection of information by [insert -. * ‘ ,* ” .,,a -“>a< .*.a&,,.~,,“,* :” :-,*a ,, *+#+* ,, J”$ ..%A. r .*; Li ,%.+ri”.:.ag*r, ,~~~~~i~~~.“,~;,‘~,,.: ,:,a “$ _ ‘ 

date 30 days after date of publication in the FedeTa! Jbgister]. 

ADDRESSES: OMB is. still experiencing significant delays in the regular mail, 

including first class and express mail, and messenger deliveries ,are not being 

accepted. To ensure that cqmme,nts on thee, information $ollection are rec$ved, ^,i‘ ., l.:-ci; _/ *:. *.i -,,-. 1.1.. i,l-> :,. .!I_ ,:. __ _ 

OMB recommends that written comments be faxed to the Office of Information i ._ e-L ‘!‘. 3, ..nj”*,,” i- : _J-, _ -,:,- * : ,> / , ._ 1 (, ii,*,.~,,#‘.,b,~“;. < ‘” _,; c .i 4 + ;:v:: ..A: ,, di,. .+/ < I i 

and Regulatory Affairs, OMB, Attn: Fumie Yokota, Desk Officer for FDA, FAX: 

202-395-6974. 

FOR FURTHER INFOFX~IJ)TIQ”~ CONTACT: Peggy Robbins, Office of Management .,‘- “_I ); a,.-, ,“,., 

Programs (HFA-250), Food and Drug Administration, 56OO.Fishers Lane, 

Rockville, MD 20857,301-827-1223. 
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SUPPLEMENTARY IN-FORMATION- In compliance with 44 USC. 3507, FDA has _. _ -.1 ,*se., lw”>“&a^, .,, L- _: i: d? .T,” 

submitted the foll.owi,ng proposed collection of in~formationtq QMB .fo,r*,review . ,, ““.( .‘i.~..., ,. r 

and clearance. 

Agreement for Shipment of,Devic@ for StFriJiza$oq721 cF& ,tJ~,~,3;5p(e) (OMB 
Control Number 0?10,~013?)-Ext~nsion 

Under sections 501(c) and 502(a) of the Federal Food, Drug, and Cosmetic 

Act (the act) (21 U.S.C. 351(c) and, 352(a)), nonsterile devices that are labeled ;’ 

as sterile but are in interstate transit to a facility to be sterilized-are adulterated _/*“.,/II*. lsl/*l._.__“_)_ ,j.l_ ‘” ̂ ^O ‘.$, *“ST 

and misbranded. FDA regulations’in § 801.150(e) (21 CFR 801.150(e)) establish 

a control mechanism, by which firms may manufacture and label medical 

devices as sterile at one establishment and ship the devices in interstate .^_ i‘^““, . . . , , f. ,..<*,.* i ,,*,? *,,. 1.“II* 

commerce for sterilization at, another establishment; a practice that facilitates . . * “X.” “- .,.l,_se. ,.,% “.. ,. __ ,: _/ 

the processing of devices and is economically necessary for some firms. Under 

§ 801 .150(e), manufacturers, and sterilizers. may sign an agreement containing 

the following provisions: (1) Instructions for maintaining accountability of the 

number of units in eac,h~shipment; (2) acknowledgment that the devices that 

are nonsterile are being shipped for further processing; and (3) specifications 

for sterilization processing. 

This agreement allows the manufacturer to ship misbranded products to 

‘be sterilized without initiating regulatory action and provides FDA with a _I I 1 

means to protect consumers from use ofnonsterile products. During routine 

plant inspections, FDA normally reviews agreements that must be kept for 2 

years after final shipment or delivery of devices. The respondents to this 

collection of information are device manufacturers and contact sterilizers. . ,.,._ ._/ .I . . . ..*(.*.( .,. \~. “.“. .), “.+ .‘Ici i 11^,-.-., ., >“; .‘i.. --.. ,’ ,.> ‘.;:c’,“; .,,‘,‘c: ;, < 2” .,_,( ,:,, .:/, / _ 

In the Federal Register. of May’21, 2003 (68 FR 27819), FDA published 

a 60-day notice requesting public; comment on theinformation collection r,“-I *I,*.!.,/ I~ ,~ .,.,,,,., *.‘.^^/ ,,I, ..,_,., i.4.., ) “. 

provisions. No comme,W yere re:wiv& ~ ~ __ : __ _, 
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FDA estimates, the reporting burden of this c~ll.&o,~ of i@~~~Ji~.~, $2 . _ 

follows: “. ~ 
TABLE 1 .-ESTIMATED ANNUAL REpORTlNG BURDEN’ , (..,,, . . ,, _,, “a/ *:j 

_._, .-. ,‘,_ .I. -.-,a, “L*<. ,* , ,*.Lhrl* 
No. of Respond- Annual Frequency Hours per Re- 

21 CFR Section Total Hours 
ents per Response 

Tn”ugal’ g!: 
sponses sponse 

_ / I * 1, .:, 0. ,“< I, “_., 
801.150(e) 90 20 1,800 4 7,200 

, _ , _. _/ ,.. _ .:.~.,",,~.~~~-;;.~,.~;,"" .,.. 'L-:,,. _-,. ;ir.‘,.".,,~,ii.,;:.i, "f "j.. :a (' 
lThere are no capital costs or operating and &&~enance ccqts assooated wth thts COlleCtIOn Of InformatIon. 

-_, '^ '? < '"‘. -d', ,x.- ‘/ ,” .y 
1/ .- (_ ._> ._,, 2.. *(_i~._,‘“,_.“,* /_u*._**i %...._ ,/_ . _ _ _ _ _, _ .* .a..* \, a, j ̂ r > 

TABLE ~.---E~TIMATED ANNUAL RECQRDKEEWNG BURDENI ,..CXS.Y. .., _,,. “” :s.,,s, .^‘ _./,. a,>-.,,, ,,_^ i ,,. ,. _, .“” .,* .,., 1 
. .^( ‘,_ ,,,, _.*. 4 * 

No. of Record- Annual Frequency Total An- 
21 CFR Section nual Hours per Record- 

of Recordkeeping keeper Total Hours 
keepers Records 

. . ,. I_ ~ a / .‘ -‘ .‘.P _*a l..j_ *.. 
801.150(a)(2) 90 20 1,800 .5 900 

,&.,..+F.; 5" .:,*s,;..*, s,. ,,; i y 8: *:;" _,_, ,, I_, .;. .., )_ " L'C 
lThere are no capital costs or operating and maintenance*~b$ts’a$~~$&~th @lS.@@!~; pf !r?f?~~a~/~?., ,., _,. ., i 

, " i.~,‘,_ilx,-i ~ ;,(‘*-:j! .‘” ‘**j\‘*‘:- >Q*;. ,:,,; ;$ ,.*.- J I _< 
~ I * ,,, .,Z^ ,. ‘., i j _ _. 

FDA’s estimate for the reporting’burden is b&e&on act!& data;,.!?!?~$!~nec! j _ ..,. _. . . ., j._ -4.. 

from industry during the past 3 years where t&re,,gc~ approximately 90 firms 

subject to this requirement., It is estimated that ,?a& s.f these firms E$$,_ i i , ,: *’ 0 ““i& .L ,- ,,.> *,?+a ‘,.Y .*,” * 3 

average prepares 20 written agreements each year. This estimate varies greatly, 

from 1 to 10~0, because some firms provide sterilization services ,g.q,,g.part time 

,_ 

basis for only one customer while other: are large facilities with many 

customers. The-average time required to prepare each w&ten agreement is 

estimated to be 3 hours. This estimate v@cz&,$epending on whether the _w v /*x. _. a “#I : J_ 

agreement is the initial agreement or is’ an annu,al ,~~~l~~~~~@, on the format each / 
. firm elects to use, and on the length of time required to re,ach agreement. The 

estimate applies only to those poitions of the xjttg.p% agreement that pertain 

to the requirements imposed by this regulation. The wri$fe.g~,ggreement 

generally also includes co@a,c@al,agreements that a~re a ,cu$oqsry and usual 

business practice. On the average, the total annual recordkeepini burden is ,. 1. L‘“.,. *.a_ ~ 61”1 vl.xi.+r,,* “.. I I ;_ _,. * ” .; II _I ^. 

7,200 hours (90 firms x 2,Q agreements x 4 bqws). 

The recordkeeping requirements for regpondents cqnsi.$s of making copies - 

and maintaining the actual reporting requests which were required under ” .\-. ,a< ,- ~/ .- ,. “_ ,_,‘ _, 

reporting section of this collec&n,., TCI .f~@~$ .tb&~requirement, FDA estimates . 
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it will take about 30 minutes to copy each.$ackage, for a total of 900 . , ____, PyII.ej_ ,. 1 1,s I *“lr->“*,L”,. ,,*a ,&;” .;.*+*> “#A,, 

recordkeeping hours. 
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.? ; I 0~03163 
Dated: ~~ ’ 7 ’ *? 

n&i% i, 2003. 

*- ,;- -’ . - 1 ._ .‘ ) ,, ,, ‘, . . _ . 

fnr Pnl icv. 
Jeffrey Shuren, 
A--I_L^-* PnmmG rhinnPy 


